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MEMORANDUM OF UNDERSTANDING
BETWEEN THE
FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES
AND THLR
LDANLY A AAN

PREAMBLE

The Parties to this Memorandum of Understanding (MOU), the Food and Drug
Administration (FDA), Department of Health and Human Services of the United States of
America, and the State Administration of Entry-Exit Inspection and Quarantine of the People’s
Republic of China (SAIQ), hereinafter referred to as the “Parties,”

RECOGNIZING that SAIQ is the government agency in charge of unified supervision
and administration of the China’s export and import commodity inspections,
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I. PURPOSE
The mutual goals of FDA and SAIQ, in entering into this MOU, are to:
Establish a certification system that will increase the likelihood that daily-use ceramicware
t

manufactured in the People’s Republic of China and offered for import into
States will comnlv t
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Enable the FDA to reduce the frequency of its sampling of daily-use ceramicware from
factories in the People’s Republic of China certified by the China Import and Export
s 32 o) AY fo ) 1

Commodity Inspection Bureaus (CCIBs) of SAIQ and offered for import into the United
S FDA’ ence in the effectiveness of the SAIQ/CCIB

States, in accordance with FDA'’
factory certification system.
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Provide for the cooperative exchange of scientific and regulatory information, technical
assistance, and research to help ensure the safety, quality, and proper labeling of
ceramicware exported from the People’s Republic of China and offered for entry into the
United States, under the terms of this MOU.

II. DEFINITIONS

For the purposes of this MOU, both Parties agree to the following definitions:

Action Level - means the concentration of an adulterant in or on a commodity at which
FDA may take regulatory action against the commodity. The action level is non-
discriminatory, applies without distinction to domestic and imported products, and reflects
FDA'’s current thinking on the concentration of the adulterant in or on the commodity at
which regulatory action is appropriate.
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more factory lots or production lots. All shipping cartons and retail cartons in the lot are
identified by a CCIB sticker/logo that is imprinted with the standardized factory code of
the CCIB-certified factory.

Electronic Entry Processing System - means an automated FDA import entry processing

system which allows for a pre-determined percentage of import entries to be cleared by
electronic means for entry into commerce in the United States. The pre-determined
percentage of such cieared entries, referred to as a “may proceed rate,” depends upon,
among other things, the demonstrated degree of compliance of the
commodity/country/firm combination with the laws enforced by FDA and their
implementing regulations, and FDA’s level of confidence that the commodity/country/firm
combination will comply with such laws and regulations.

Factory Code - means an alpha-numeric code consisting of three parts with a total of six
characters (five figures and one letter) for a particular plant. The first two figures
represent the province or city, followed by the letter “T” for ceramicware, and followed by
a set of three figures that SAIQ/CCIB uses to designate the factory number within each
province or city.

Factory Lot or Production Lot - means a unit of ceramicware that is uniform and that
represents ceramicware from no more than one homogeneously milled slip from the same
materials. The factory lot or production lot must be uniform in the time and temperature
of firing and the composition and application of the decorations and glazes.

Factory Lot Number or Production Lot
that relates to both the date and perio
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lowest point to the horizontal plane passing through the upper rim, greater than 25
millimeters. The two categories of hollowware and their sub-categories are:

1. Large hollowware - Ceramic articles with a capacity of 1.1 liter or more.

a Pitchers - Large ceramic hollowware vessels (sometimes known as jugs)
commonly used for storage and dispensing of fruit and vegetables juices or
other acidic beverages at or below room temperature. Pitchers are
generally manufactured without a lid but with a handle and lip spout.

anmara rnffasnmnto on Annnto nra vt mamniAdama A b el
Cfcmucl 9, vuﬂ‘cvputa aud tcaputa € not \-Ullmdt:l Ud t bc pltbllt:l S,
Mananding itnnm Annnnitsy ~eranmenes aaffanm te o d dnma mao oo L
L/Cptiiuiiy upuil Lapalitly, Licailicry, LOLICCPOLS ana €apots ii DC
PROEGEpE.JI Pgipigs Rytpuigny ) Qv [SUNGIpINS FUIS | D
CUIBIUCICU Slilall Ul 1dI BT IOHOwwdlc
1 ra vy} Vg a * 1 1° . 1 AN ”~ . 1 .. . N a a e
b. Other (not including pitchers) - Ceramic vessels with a capacity of 1.1 liter

or more. (Note that different action ievels apply to pitchers than to large
holiowware other than pitchers under the Criteria.)

2, Smaii hoillowware - Ceramic articies with a capacity of less than 1.1 liter.

a. Cups and Mugs - Small ceramic hollowware vessels commonly used for
consumption of beverages, for example, coffee or tea, at or above room
temperature. Cups and mugs usually, but not exclusively, have a capacity
of about 240 milliliters (240 mL) or 8 fluid ounces (8 fl. 0z.) and are
manufactured with a handle. Cups generally have a base and curved sides
while a mug has cylindrical sides.

b. Other (not including cups and mugs) - Ceramic vessels with a capacity of
less than 1.1 liter. (Note that different action levels apply to cups and mugs
than to small hollowware other than cups and mugs under the Criteria.)

May Proceed Rate - means the rate of import entries entered into domestic commerce
without FDA physical examination or sampling that varies from a high near 100% for
commodity/country/firm combinations for which FDA has a high confidence of
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ceramicware produced by a CCIB-certified factory, has the CCIB sticker/logo with the
CCIB factory code imprinted on it, and has the factory name and code, the year of

production of the factory lot and the factory lot number printed on its exterior surface.
o) Traditional Ceramicware - means the ceramic dinnerware, spoons and other ware that
might be used to contain or store foods and beverages. Such items are usually porcelain
items, hand-painted with soft lead-containing enamels, and highly decorated with vivid
colors and intricate patterns, which have been found to leach unacceptable levels of lead.
The patterns are of red, yellow, and green, and referred to as “Longevity,” “Flowers on
Black,” and “One Thousand Flowers,” for example.
II. BASIC OBLIGATIONS
A THE STATE ADMINISTRATION OF ENTRY-EXIT INSPECTION AND
AAY T AT A\WI\TH OF Y Ty P“l\“f E!l‘_ ““P'“‘LIC PSS ol C--—-NA

inspect and certify factories, and inspect and analyze samples, to ensure that ceramicware
intended to be exported to the United States complies with these requirements and provisions.

To carry out its responsibilities, SAIQ agrees to:

1. Implement and oversee a daily-use ceramicware factory certification system;

2. a. Provide, on a continuing basis, FDA’s Center for Food Safety and Applied
Nutrition with a nationally standardized listing of factory names, addresses
and codes of CCIB-certified daily-use ceramicware factories that export

such daily-use ceramicware to the United States;

b. Authorize the export of qualified daily-use ceramicware to the United
States only from CCIB-certified factories;

3 a Affix to each shipping carton and retail carton containing daily-use
ceramicware that meets the Criteria a CCIB “H” (for Health) sticker/logo
that is imprinted with the factory code of the CCIB-certified factory;

b. Require that the factory lot or production lot number be on each shipping
carton of the daily-use ceramicware that is to be exported to the United
Ctatag:
o1dics,
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4. Inspect and analyze factory lots or production lots of daily-use ceramicware to be
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exported to the United States at a rate commensurate with the compliance history
of the CCIB-certified factory and sufficient to provide a high degree of confidence
that the daily-use ceramicware exported to the United States is in compliance with
the Criteria;
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Require that all shipments of daily-use ceramicware intended to be exported to th
use ceramicware manufacturer or the importer/exporter, be seaied by the CCIBs
in such a way as to help prevent opening during transit;

a. Work with manufacturers and CCIBs to find solutions to any problems
found when daily-use ceramicware from a CCIB-certified factory and
covered by this MOU are determined by FDA not to meet the Criteria;

b. Conduct an investigation if a daily-use ceramicware product from a CCIB-
certified factory is detained by FDA because of an analytical finding of
excessive levels of leachable lead or cadmium, to determine the cause of
the technical defect that led to the violation and how it was remedied.
SAIQ will provide FDA with a full report, in English, within three months
of notification, on the findings of the investigation and the corrective
measures taken to ensure future compliance;

Furnish FDA, upon request, with a copy, in both Chinese and English, of the
current procedures and regulations relevant to daily-use ceramicware
production/export and of the procedures/quality control plans used to ensure that
each production lot of daily-use ceramicware is in compliance with United States
FDA requirements;
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Encourage the development and use of lead-free and cadmium-free decals, glazes
ﬂd n;om ntg 1n (‘ “\I-l <e ceramicware nd (‘ ;I’IPQP tra lflnﬂﬁl cpram;{‘mnﬂ:

and pigments in daily-use ceramicware and Chinese traditional ceramicware

production; and,
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which is not produced in a CCIB-certified factory, such as Chinese traditional

ceramicware,

It is recognized by FDA and SAIQ that a period of four (4) months from date of signature
will be necessary for SAIQ to complete certification procedures and logistical arrangements for all
ceramicware factories which qualify for participation under the terms of this MOU. Therefore,
SAIQ will provide FDA will the names, addresses and codes, as specified in Section III, A., as
they are certified by SAIQ during the initial four-month implementation period.

THE FOOD AND DRUG ADMINISTRATION OF THE UNITED STATES OF
ANMMEDIC A
AUVICNILU A

[

Sample and analyze certified delivery ots of daily-use ceramicware produced in
CCiIB-certified factories, and offered for entry into the United States to ensure that
such lots exported from the Peopie’s Republic of China and offered for entry into
the United States comply with the laws of the United States administered by the
FDA, -

N

Adjust its electronic entry processing system and conduct surveillance monitoring
of daily-use ceramicware from CCIB-certified factories at a rate consistent with
the Agency’s confidence in the effectiveness of the SAIQ/CCIB factory
certification system, so that the may proceed rate can be substantially higher for
daily-use ceramicware firms identified/certified by SAIQ/CCIB as consistently
producing and exporting daily-use ceramicware in accordance with this MOU than
the may proceed rate for other Chinese daily-use ceramicware firms not so
identified and certified,;

3. Sample and analyze delivery lots of daily-use ceramicware from manufacturers not
on the list of factories certified by the CCIB at a relatively high review and
sampling rate consistent with the FDA’s concern about possible lead and cadmium
contamination of daily-use ceramicware from the: i

S 1
such firms on detention without physical examination when it appears that th
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future daily-use ceramicware products from that factory will be in compliance with
the Criteria. This assurance includes the report of SectionIIl, A., 8., b, above.
FDA may then resume review of ceramicware from the CCIB-certified factory,
consistent with the provisions in ITL.B.2, above;

Promptly notify SAIQ and the First Secretary (Commercial) of the Embassy of the
People’s Republic of China in the United States of any delivery lot or portion
thereof of ceramicware covered by this MOU that is detained for failure to comply
with United States law. This notification, by the International Activities Staffof
FDA'’s Center for Food Safety and Applied Nutrition, should include:

a. The CCIB-certified factory number;

b. A copy of the accompanying CCIB certificate or certificate number;

c. Production Lot number;

d. Quantity of daily-use ceramicware detained;

e. Commodity or the nax_ne of the 7p.roduct and the style number or pattern
name;

f FDA'’s sample number,

g Date sample collected,

h. Reason for detention, including the technical defect, e.g., defective color in
decal, if known;

1. Date of detention;

j. FDA’s District Office that detained the product and Port of Entry;

k.- Manufacturer/shipper name (Factory code, name and address); and

Provide advice to SAIQ concerning approaches or actions that may be taken by
the manufacturer/shipper of the detained product to help ensure that subsequent
shipments will not be detained.

On an annual basis, provide SAIQ with results of any FDA analyses of daily-use
and other ceramicware offered for import into the United States from the People’s
Republic of China.



The Parties agree to share expertise, provide assistance, and exchange information. Such
mutual cooperation may include, but shall not be limited to:

A. -- - Sharing current, new, and improved methods of sampling and testing of daily-use
ceramicware for lead and cadmium;

B. Sharing current, proposed, or modified regulations or legislation related to daily-use
ceramicware;

C. As resources permit, the exchange of administrative, regulatory, and scientific personnel
knowledgeable about daily-use ceramicware;

D. The exchange of information about daily-use ceramicware quality control operations,
plans, and procedures, including summaries of inspectiofis, samples and analytical results;
and

E. The exchange of data and research related to major food-caused health concerns that may

be attributed to lead and cadmium.

Six (6 ) units of identical size, shape, color, decoration, and glaze collected from each
sampled delivery lot.

The Parties shall mutually agree on the ways and means of giving instruction and guidance
for the practical implementation and application of this MOU. All travel and per diem expenses
incurred by one of the Parties in the course of providing technical assistance or other non-
regulatory activities requested by the other Party in accordance with this MOU will be borne by
the requesting Party, upon receipt from the providing party of an itemized statement of account.

The Parties shall designate points of contact under this MOU. The Parties shall notify
each other of the points of contact by letter.
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VII. PERIOD OF AGREEMENT AND TEXTUAL VERSIONS

This MOU will enter into force upon signature by both Parties and will continue for five
(5) years. The Parties agree to evaluate the MOU during the five-year period. It may be
extended i ties. It may be terminated by either Party up

FOR THE STATE ADMINISTRATION OF
ENTRY-EXIT INSPECTION AND
QUARANTINE OF THE PEOPLE’S
REPUBLIC OF CHINA:

—
o

FOR THE FOOD AND DRUG
ADMINISTRATION,

DEPARTMENT OF HEALTH AND

HUMAN SERVICES OF THE
UNITED STATES OF AMERICA:
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ATTACHMENT A

ANALYTICAL METHODOLOGY
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analyzing each unit at the same time,

individually, according to the above cited method.
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Maximum Level*
micrograms/mL

Action Basis

Pa

L atego

3.0
2.0
0.5
1.0
0.5

Average of 6 units
Any one of 6 units
Any one of 6 units
Any one of 6 units
Any one of 6 units

Large Hollowware other than

Small Hollowware other than
pitchers

cups, mugs and pitchers

Cups and mugs
CADMIUM

Flatware
Pitchers
Category

B.

acetic acid leaching

%)



